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510(K) SUMMARY                 May 2,  2016

510(K) Number: K153329 

Submitter: MED-TECH Water Systems Inc. 

Contact: Brian C. Kim 
 1755 Woolner Ave. suite B  • Fairfield , CA 94533  
 Phone:  (707) 427-1564    Fax: (707) 427-1834 
 Email: brian@medtechwater.net

Proprietary Name:  MED-TECH Water Systems Inc. Exchangeable Carbon Tanks for Dialysis 

Common Name:   Carbon Exchange Tanks for Dialysis 

Classification Name:   Tank, Holding, Dialysis and Accessories 

Classification: Class II Medical Device under §876.5665 
 Panel:  Gastroenterology 
 Product Code: FIP 

Equivalent Device:  K944493 G.E.M. Water Systems REVERSE OSMOSIS SYSTEM 

Device Description:    MED-TECH Water Systems Inc. Exchangeable Carbon Tanks for Dialysis are Fiberglass 
Reinforced Polypropylene (FRP) tanks filled with new virgin coal based granular activated carbon (GAC). The 
carbon media removes chlorine, chloramines, and other organics from the source water through the chemical 
process of adsorption.   Only new virgin coal based granular activated carbon (GAC) of 12X40 mesh size with an 
iodine number of 1000 or greater is used in the exchange tanks.The tank sizes are range from 6" x 18" through 
16" x 65" common for the dialysis industry.   The Carbon Exchange Tanks are dedicated for carbon only.  MED-
TECH Water Systems Inc. recommends that tanks be installed in worker/polisher configuration with the first tank 
providing the primary purification and the second tank serving as a polisher and back-up to the primary 
purification.

Indications for Use: The MED-TECH Water Systems Inc. Exchangeable Carbon Tanks  are intended to be used 
as a component of a hemodialysis water purification system designed to pretreat and purify potable water for 
hemodialysis applications.  The exchange tanks are intended for use in complete water purification systems 
employing adequate pretreatment and post-treatment in accordance with current AAMI standards.  The exchange 
tanks are not intended to be used alone. They are intended to remove chlorine and chloramines from water 
that will be purified by the water purification system and used for hemodialysis applications. Upon exhaustion, 
these tanks will be replaced with other tanks containing new activated carbon.

Statement of Substantial Equivalence: The MED-TECH Water Systems Inc. Exchangeable Carbon Tanks are 
substantially equivalent to the carbon exchange tanks included in G.E.M. Water Systems’ REVERSE OSMOSIS 
SYSTEM (K944493).   The MED-TECH design was originally based exclusively on the G.E.M. Water Systems 
exchange tanks.  The following table compares and contrasts the predicate device and the new device.  This table 
along with the documentation included in this submission demonstrates that there are no new issues of safety or 
effectiveness associated with this design change, and that the new device is substantially equivalent to the 
predicate device. 
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MED-TECH Water Systems Inc. G.E.M. Water Systems 
K944493

Indications for use 

The MED-TECH Water Systems Inc. 
Exchangeable Carbon Tanks  are intended to be 
used as a component of a hemodialysis water 
purification system designed to pretreat and 
purify potable water for hemodialysis 
applications.  The exchange tanks are intended 
for use in complete water purification systems 
employing adequate pretreatment and post-
treatment in accordance with current AAMI 
standards.  The exchange tanks are not intended 
to be used alone.  They are intended to remove 
chlorine and chloramines from water that will 
be purified by the water purification system and 
used for hemodialysis applications. Upon 
exhaustion, these tanks will be replaced with 
other tanks containing new activated carbon. 

The intended use of this device is to purify water to 
meet AAMI standards for hemodialysis treatment. 

Tanks Park/Structural or Wave Cyber FRP tanks Park/Structural
FRP tanks 

Tank Heads / Fill Plug Clack, Pentair, or American Water Products 
PVC heads, PVC plug 

Clack
PVC heads, PVC plug 

Fittings Glass-filled Noryl Glass-filled Noryl 

Distributor Pentair or Clack  
PVC distributor 

Clack
PVC distributor 

Stand Pipe PVC PVC 

Carbon Virgin, coal-based, granular activated carbon 
(GAC) 12X40 mesh iodine number  > 1000

Virgin, coal-based, granular activated carbon (GAC)
12X40 mesh iodine number  > 1000

Principles of operation 

Carbon adsorption 
Granular activate carbon (GAC) removes 
chlorine and chloramines from water through 
the process of adsorption. 

Carbon adsorption 
Granular activate carbon (GAC) removes chlorine 
and chloramines from water through the process of 
adsorption.

Conclusion: The MED-TECH Water Systems Inc. Exchangeable Carbon Tanks are substantially equivalent to 
the carbon exchange tanks included in G.E.M. Water Systems’ REVERSE OSMOSIS SYSTEM (K944493).  All
of the components and technology included in this submission are identical to the predicate device and 
there are no new issues of safety or effectiveness.  Nonclinical tests were conducted on product water 
from a replicated exchange tank configuration. Results verify that the device produces endpoints that 
comply with current AAMI standards for carbon adsorption. 
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